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DETAILED ACTION 

Priority 

1 . Receipt is acknowledged of papers submitted under 35 U.S.C. 1 1 9(a)-(d), which 
papers have been placed of record in the file. 

Drawings 

2. The substitute drawings were received concurrently with the application on 
10/07/2005. These drawings are acceptable; however, the Examiner notes that 
applicants' original drawings can only be found in the documents submitted from the 
international bureau, and a separate entry is not found with only the original drawings. 

Specification 

3. The substitute specification filed 10/07/2005 has been entered. 

4. The disclosure is objected to because of the following informalities: "silicon 
carbite" is misspelled at [0010]. 

Appropriate correction is required. 

5. The specification is objected to as failing to provide proper antecedent basis for 
the claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01 (o). Correction 
of the following is required: in claim 12, applicants are claiming the metals gold, 
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platinum, and palladium; however, platinum and palladium are not found in the 
specification. 

Claim Objections 

6. Applicant is advised that should claim 17 be found allowable, claim 19 will be 
objected to under 37 CFR 1 .75 as being a substantial duplicate thereof. When two 
claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing 
one claim to object to the other as being a substantial duplicate of the allowed claim. 
See MPEP § 706.03(k). 

7. Claims 1 and 6 are objected to because of the following informalities: 

a. In claim 1 , "wherein the the marker element" is awkward. 

b. In claim 6, "which forms the metallic carrier structure and into which the 
radiopaque material is placed" is awkward. 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 

8. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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9. Claims 7-10 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a tubular metal carrier structure being ablated and 
filled with marker elements, does not reasonably provide enablement for "radiopaque 
material filling a lumen of a tube." The specification does not enable any person skilled 
in the art to which it pertains, or with which it is most nearly connected, to make and use 
the invention commensurate in scope with these claims. 

Case law holds that applicant's specification must be "commensurately enabling 
[regarding the scope of the claims]" Ex Parte Kung, 17 USPQ2d 1545, 1547 (Bd. Pat. 
App. Inter. 1990). Otherwise undue experimentation would be involved in determining 
how to practice and use applicant's invention. The test for undue experimentation as to 
whether or not all the articles within the scope of claims 7-10 can be used as claimed 
and whether claims 7-1 0 meet the test as stated in Ex parte Forman, 230 USPQ 546, 
547 (Bd. Pat. App. Inter. 1986) and In re Wands, 8 USPQ2d 1400, 1404 (Fed.Cir. 
1988). Upon applying this test to claims 7-10, it is believed that undue experimentation 
would be required because: 

(a) The quantity of experimentation necessary is great since claims 7-10 read on 
"radiopaque material filling a lumen of a tube" while the specification discloses a tubular 
metal carrier structure being ablated and filled with marker elements [0021] to [0025]; 
specifically, in the case of what is disclosed in the specification the structures that would 
be created would have the structure of a wire and not a tube (please see applicants' 
Figure 3), and it is unclear how one would get the shape of the ablated carrier structure 
to be tubular. 
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(b) There is no direction or guidance presented tor making the "radiopaque 
material filling a lumen of a tube formed from the metal of the carrier structure." 

(c) There is an absence of working examples concerning a "radiopaque material 
filling a lumen of a tube formed from the metal of the carrier structure." In fact, Figures 
1-4 seemingly contradict the claimed limitations in the fact that the marker element is 
formed by ablating the tubular metal carrier structure; hence, creating a wire-like 
structure, and then filling it with marker elements. 

In light of the above factors, it is seen that undue experimentation would be 
necessary to make and use the invention of claims 7-1 0. For the purposes of 
examination, the Examiner will treat these claims as if claim 7 stated that the "marker 
element comprises radiopaque material filling an aperture of a wire formed from the 
metal tube of the carrier structure." 

1 0. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

11. Claims 1-19 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

With regard to claims 2, 13, and 14, in claim 2 applicants state that the carrier 
structure "is produced by cutting out legs and apertures for marker elements from a 
metal tube." This leads the claim to be indefinite because there is confusion as to how 
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many metal tubes are present. Should applicants be referring to "the metal tube" of 
claim 1 in the abovementioned claims? 

With regard to claims 1-19, the term "relatively radiolucent" in claim 1 is a relative 
term which renders the claim indefinite. The term "relatively radiolucent" is not defined 
by the claim, the specification does not provide a standard for ascertaining the requisite 
degree, and one of ordinary skill in the art would not be reasonably apprised of the 
scope of the invention. It is unclear to what degree the device must be radiolucent in 
order to be considered "relatively radiolucent," and hence the claim is indefinite. 

Claim Rejections - 35 USC § 102 

12. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

1 3. Claims 1,5,12, and 1 5-20 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by Kranz et al. (6,312,456). 

With regard to claims 1 and 5, Kranz et al. teach the device of Figure 1 . 



Application/Control Number: 10/552,593 
Art Unit: 1794 



Page 7 




The stent is produced from laser cutting techniques on hollow-cylindrical metal tube 
rounds (col. 2, lines 38-42 and col. 3, lines 1-3). It may comprise marker elements 5a 
and 5b, which are made of a material that is radiopaque (col. 3, lines 46-58). The 
marker elements are welded-on threads (col. 3, lines 46-49). The entire device may be 
covered by a layer of silicon carbide (col. 4, lines 27-30), which comprises a cover layer 
that completely encloses the radiopaque material. Silicon is a metalloid, which means it 
is partially a metal, and therefore is a metal or a metal compound. 

With regard to claim 12, the radiopaque material may comprise gold (col. 2, lines 
32-37). 

With regard to claims 15-19, it is clear from Figure 1 that the marker element 
comprises at least part of the carrier structure in the region of a longitudinal end of the 
stent, and is welded to the rest of the carrier structure. 

With regard to claim 20, the stents of Kranz et al. can inherently be placed into a 
patient; furthermore, Kranz et al. disclose at col. 1 , lines 5-10 and 23-28 that these 
stents are particularly coronary stents, which are used during operations to remove a 
stenosis. 
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14. Claims 1-4, 6-16, and 20 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Dang (6,471,721). 



With regard to claim 1, Dang discloses the device of Figures 1-5. 




The stent comprises a radiolucent carrier structure (col. 3, lines 22-31 and col. 5, lines 
12-23). The device may have radiopaque marker elements 13 incorporated therein (col. 
5, lines 38-41). Then the device is covered with a cover layer 14, which may include a 
metal (col. 5, line 65 to col. 6, line 17). 

With regard to claim 2, the grooves 12 comprise the apertures for the marker 
elements 13. The marker elements may be attached using laser bonding (col. 5, lines 
38-46), which comprises welding; furthermore, the requirement that the marker 
elements be welded is a product-by-process limitation. It has been held that "even 
though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a 
product does not depend on its method of production. If the product in the product-by- 
process claim is the same as or obvious from a product of the prior art, the claim is 
unpatentable even though the prior product was made by a different process." Please 
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see MPEP 21 12 and In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 
1985). 

With regard to claims 3, 4, 11, 13, and 14, the device may be comprised of 
nitinol, which is a nickel-titanium alloy; furthermore, nitinol is inherently a self-expanding 
carrier that comprises the characteristics of applicants' claims 4 and 14. 

With regard to claim 6, Dang discloses at col. 5, lines 14-23 that the materials for 
the carrier substrate include inter alia 31 6L stainless steel and nitinol. They go on to 
disclose at col. 6, lines 9-1 1 that while one preferred material for the covering layer 14 
"is 31 6L stainless steel, other suitable material can be used." The Examiner deems that 
since 31 6L stainless steel may be used for the carrier structure and the covering layer 
that nitinol would be a "suitable material" for the covering layer. 

With regard to claims 7-10, 15, and 16, the radiopaque material is incorporated 
throughout the stent as seen in Figures 1-4. Also the radiopaque material comprises 
the core of the carrier structure and cover layer (lumen of a tube) as seen in Figure 5. It 
is clear from the Figures that the radiopaque material comprises at least part of the 
carrier structure; furthermore, since the radiopaque is incorporated throughout the stent 
it will necessarily be incorporated in the region of a longitudinal end of the stent. The 
Examiner has deemed laser bonding to be welding; however, in the case that applicants 
disagree with that assessment, the requirement that the marker elements be welded is 
a product-by-process limitation. It has been held that "even though product-by-process 
claims are limited by and defined by the process, determination of patentability is based 
on the product itself. The patentability of a product does not depend on its method of 
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production. If the product in the product-by-process claim is the same as or obvious 
from a product of the prior art, the claim is unpatentable even though the prior product 
was made by a different process." Please see MPEP 21 12 and In re Thorpe, 777 F.2d 
695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985). 

With regard to claim 12, Dang discloses at col. 5, lines 41-44 that the radiopaque 
material may be gold or platinum. 

With regard to claim 20, , the stents of Dang can inherently be placed into a 
patient; furthermore, Dang discloses at col. 1, lines 14-27 that stents are particularly 
adapted to be implanted into a patient's body. 

Claim Rejections - 35 USC § 103 

1 5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

16. Claims 5 and 17-19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Dang (6,471,721) as applied to claim 1 in view of Kranz et al. (6,312,456). 

With regard to claim 5, Dang discloses all of the limitations of applicants' claim 1 
in section 14 above, and it also discloses at col. 6, lines 56-57 that a biocompatibility 
layer may be added; however, it fails to disclose that the biocompatibility layer contains 
silicon carbide. 
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Kranz et al. disclose at col. 2, lines 51-54 that silicon carbide is used as an outer 
coating layer on the biocompatible stent and counteracts thrombosis formation; further, 
at col. 4, lines 27-30 that the silicon carbide is used as an outer covering to avoid 
stenosis. 

Since Dang and Kranz et al. are both drawn to stents, it would have been 
obvious to one having ordinary skill in the art at the time the invention was made to use 
the silicon carbide outer covering layer of Kranz et al. as the biocompatibility layer of 
Dang. The motivation for doing so has been stated above and includes inter alia 
counteracting thrombosis formation; further, the overcoating of silicon carbide on the 
device of Dang would produce a stent that had a multilayered covering layer, and as 
such would still include the nitinol cover (a metal or metal compound) as well as the 
additional layer of silicon carbide. 

With regard to claims 17 and 19, a silicon carbide covering on the entire stent as 
taught by Kranz et al. would produce a stent that renders obvious applicants' claims 17 
and 19 because the stent still has marker elements that form at least part of the carrier 
structure in the region of a longitudinal end of the stent. 

With regard to claim 18, the Examiner has deemed laser bonding to be welding; 
however, in the case that applicants disagree with that assessment, the requirement 
that the marker elements be welded is a product-by-process limitation. It has been held 
that "even though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a 
product does not depend on its method of production. If the product in the product-by- 
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process claim is the same as or obvious from a product of the prior art, the claim is 
unpatentable even though the prior product was made by a different process." Please 
see MPEP 21 12 and In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 
1985). 



Conclusion 

1 7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to GERARD T. HIGGINS whose telephone number is 
(571 )270-3467. The examiner can normally be reached on M-F 7:30am-5pm est. (1st 
Friday off). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Callie Shosho can be reached on 571 -272-1 1 23. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Gerard T Higgins, Ph.D. 

Examiner 

Art Unit 1794 

/Gerard T Higgins, Ph.D./ 
Examiner, Art Unit 1794 



/Callie E. Shosho/ 

Supervisory Patent Examiner, Art Unit 1794 



